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- HEALTH AND Hunan services |  APPLICATION FOR A VARIANCE | Fom appmved: OMB No. 05100025
A TN i vioats Samvee FROM 21 CFR 1040.11(c) FOR A |52t v oom o oo
Food ang Drug Adminisuaton LASER LIGHT SHOW, DISPLAY, [Gocker NunBER
_ORDEVICE, . ..

NOTE: No lasar hght SNOw, ProJecuan Systaim, or Gewica May valy rom comphkance with 21 CFR 1040,11(¢) In dasign or uze wihaut the Approval of tus
applicanon In accorgance with 21 CFR 1010 4.

INSTRUCTIONS

1. Cneck all appicabie Boxes and type of print the 3. Mail your application w e Dockets Managemant Branon (HFA-305), Food and
requested miomanon. P Orug Adminesuaion, Rm 1061, 5630 Fishers Lane, Rockvilio, MD 20a52.
2. Subma an onginal and tour {4) copies. 4. Emer cocks) numbey ¥ axsigned.

1. NAME OF COMPANY

NA

[ 2 ADDRESS OF COMPANY (incleda Z1P Codaj(il P.Q. Bar & used, achde &clual Svoel SOFESS aisa.)

| 8 stacey Street, Fdison, New Jersey 08820 _
3 NAME AND TITLE OF RESPONSIBLE PERSON 4 TELEPHONE NO. include ared xde) | 5. DATE OF SUBMISSION

Martin J. Minnicino 90R-757-9539 3/15/9%
6 THE APPLCANT REQUESTS THE VARIANCE TO BE IN EFFECT FORAPERIODOF .2 YEARS FROM THE DATE OF ISSUE. fn
genaral, the Agency wil 8pprave & waiance lor only (o yoars. i & longar pariod s requesind & justifcanon musl D6 8Rached &s par of the Appvicavarn )

7. PRODUCT DESCRIPTION AND USE
3 LI5T NAME ANDYOR MODEL NUMBER(S) FOR THE LASER LIGHT SHOW(S) AND PROJECTOR(S)
|______See Remarks in Ttem 14
b. PRODUCY FOR WHICH A VARIANCE 1S REQUESTED 1. PRODUCT IS INTENDED TO BE USED AT ANY ONE LOCATION
[ A jaser asplay cevce [ mare man 15 days
(D) A projactar for a iasar g show D) More man S but not mave than 15 days Z
X A masr o snow %) essan 5 cays Fowo
1 Ower (Specyy) g TOUR IS INTENDED TG Run FOR Lt
c. 0 PROJECTORS ARE INTENDED FOR SALE. LEASE, OR L.OAN TO ] Mom tan 6 monins .
OTHER LASER UGHT SnOw PRODUCERS NA (1 1-6 monwns '.' p,’ N
a. PRODUCT 1S INTENDED FOR USE IN A (] Less an one manth '
[ Pianetanum er alnar coma projechan sTucture %3 Notapplicable (Nof & tour)
] Tneater O ower (Specity)
(O HoetaVmatal bairoom ar meeting room n. PRODUCT UTIIZES THE FOLLOWING LASER EFFECTS
O Swre sspiays X] Froni sawen projections
[J Trade show ar canventsn 1 Rear scyeen projectans /
[ Discotheque of night clubd D Holographic displays
O pPavmon O Muniple reflecion/ailiracuon efiacts
J indoor arena ) Audiance scanning (AKSO includss SERNNinG Ny 8CESSIe
[0 Quisicor arena wnconrolied aneas) /é
] Musewm ] Refactions from statonaly MUTors ef mirrared \% \)\
{J Ouidoor unenciosea area suftacms (Baam Malices) Deg 7 “&
K3 Ower (speatrl_Schaonl anditrariom O swtenary bragiation of rotating miror balls, elc. 9 \ OO‘?
@ PRODUCT IS INTENDED TOBE USED (see 14 Remarks) [0 Scanning ¥ragiation of romiing minror bals, etc. 2, -
) ar only one (Fixed) locauon 0 Fiver apiic projectens %)
D At a vanaty of (Tawj cavons O Fog, smake, or other scalsnng ennancement arfects _?
K Ower (Specily)____See 14 (above) ] omer (Speciy)
8. LASER RADIATION LEVELS i
LASER MEDIUM (Ar Ha-Ne. erc,) WAVE LENGTHS fnm) PEAK POWER (wans)
Argon Ion Laser 488_0 nm 75 mW (see 14 Remarks)
Helium-Neon Laser 632.8 nm S mW

5 IF ANY LASER RADIATION 1S PULSED OR SCANNED. GIVE THE FULSE DURATION AND RATE AND SCANNING FREQUENCY AND AMPLUTUDE

X/Y¥ plane scanning providing Spirograph-like patterns, etc., scan freguen
vary between 20 to 1000 Hz in X and Y axis, patterns approx 10 ft at 100

ciles
£t

10. REASON FOR REQUESTING VARIANCE
Complianca with the hmis of 21 CFR 1040.11(¢) wauld rasinct the intended use of Ne praduct bacause Complanca woulic

Lmdt INe OwPUT power ta the 8XX6NT AL the desited eflects wouid not be sulhiaently visibie

ambient lighting was bright or scan rate was high. 20 mW max power

&) Otner or sqditicnal explanaton (Speciy) Would tvypically coperate at low (5 mW) power unlejs
lan.
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Il

11 MANNER IN wriCH [T IS PROPOSED TO DEVIATE FROM THE REQUIREMENTS OF THE APPUUCABLE STANDARD
iz It s propased 1o daviale 1rom the provisons at 21 CFR 10&0.11(c) N 1031 N1e atcassidDie emission ivel would exceed the
accessiDle emizsion hmits spesfied in 21 CFR 10403 1(c).

O s proposad 1o deviaia from he prowslons of 21 CFR 1040.11(¢) as foliows.

12. ADVANTAGES TO BE DERIVED FROM SUCH DEVIATION
X Lasar ipht shows and displays are accoptad popular media In enlaranment and the ans. Uss of powear Wavels in 0xcass
of the kmits imposad by 21 CFR 1040.11(c) i hecassaly 16 achiave he fequifed effects in thesa media.

{0 Ower or auditional advantages (dascribe ang axplain).

13. EXPLAIN THE ALTERNATE MEANS OF RADIATION PROTECTION TO BE PROVIDED. (Chack &5 many baxes 8s apply. in Hom 14 *Rsmarks,
Jusstly any poxes not cnecked wsing addipenal SNGOIS &s Nocessary. Stale any olhsr means of maapon prolscgon Mal will 06 Lsea.)

2. [ an 18ser proguas, sysiams, shows, And Proeciars will De cariied 1o camply winh 21 CFR 1040.10 and the condibons of Tis variance and wil
be reporied as required by 21 CFR 1002.10 AND 1001211 usSing ™e faporing guides Drowaed for such purposa These acions will be
AccoMphisNeo prior 1o ANy NTRGICHGN ¥ile CONEIONE-

v. (B Ettects not specifically indicated in this varance applicaton will not be parformad. No other allacts will be adcad untl an amandmen 1o the
vanance Nas bean odlained and the fequirad repoans or suppements. 8s apphcadble. have peen submiflag.

c. [H Scanning, projecuon. or reflacuon of laser ana collaleral radiation {LoNT Show ragialion) inle AuCance of other arcessible uncanrolled Areas
will not ba permitad excapt 1or affuse rellecuans producad by the atmosphere, adoad aunospheric scATlanng media, and et sareans.

a. [X Laser ragiauon leveis ¢ 8xcess of the tmis of Class | will not be perminad at any point jass than 3.0 maters apove any Surtace upon wiich
ParsOns other han Operaiars, PaoMMmers, of eMpiryaas afe penmitad 1o sTANd or 2.5 meatars below or i lateval separaton frem any place
whare such persos are permined 1o be. Opearatars, perfarmers, 8N4 employses will not be required or alowaq 10 view radiation abova the
kmits ot Class | of be eaposas 10 radiavon above the Amks spacifiad in 21 CFR 1040.11(c)-

a. X Any proouct which renes on scanning 1o mea! Amass, axposure, Gr product Glass imis will mearporats a scanning Sateguarnd System which
directly 58N5es SCannar MoNeN ana which will read fast enough © precluge eacesding e apphcable Lmit,

1. [ All 1aser ight shaws shall be unasr the GUect and personal conwrol of wained, competant aperaior(s). The operator(s) wilt
(1) Be an amployoe of e vanance holder who will be ratponsibia for the TRIng And the conduct of the aperar,
{(2) Be iacaiea whers all beam paths an bs direcly opserveq at all umss, and

(3) tmmeaiately terminale me emisson of kgnt sNOw radiatien in the evant of any unzale condivon; o, 107 CUXIZOT SNOWS, UPSn requast
Dy 8ny ar Tathc coniral eficials,

9 [EThe maxmum iaser proecior oUPUT power wil not exceed e lavel required 1o abrain e imsnced ofiects.

n. X The proeciion system {le.. e pofeclor and &l 8Iar ComEonsnts used (o SI0cucs e kighting elfeces) will be securely maunted o
immomilizea 1o prevent unintanded Mavement or MLsahgnMent. Beam Masking «ill be provided as an inharent parn of 1na System Gesigh ©
preven overfilling of sereans, beam stops, 1argels, ew.

14 (] Laser projeciors will hot be dalveres o any olhey pary whaer an agreement of sald_ i82Se, OF joan uUNIeSs ang until the racikant demonsTales
1hat thay Rave & vRNancae yn efect a1 Mis UMe of delivery Mal perrnits them e produce Jaser ight shows ncorparating such projeciorns).

5. O i ao0men 1o the requrements of 21 CFR 1040,10(n), the manuiacturer of [asar projeciors/sysiems will provide 10 partiss who put- chase,
14 laase, ar DoTow the BQuipMment. acequate users’ inswuckions for safs instaliation and operaton wiwch explain me responsbiilty of Uie reciprent
BS 3n wndepennent kght sNow ManuTacturer 10 Submit NN raquired reporis and apply tor and obiain a vanance fram CORH prior 10 inYoducion
iNO CAMMETE 0! ANy Ser ignt shows

k- (& Tha requirements ar 21 CFR 1002.30(a)(1) and [2) will be accamplished rough tha wsa ol wilan praceoures lof Setup, aignment, 1Bsting,
and pertormance ol each snaw. 1Nase proceduras will Be in sufficant detail 1o ensure compliance with 21 CFA 1040.10, e conditions of this
vanance, and the conrol OF access 10 rBdAalion areas usng Me plocecures descaribed in e ANSIZ136.1 standand 1ar e safe usse of lassers
{Amernican Naranal Srandaros insotute, 1430 Brazoway, Naw Yark, NY 10018) or any other aquivalent user Consansus sandard and, whare
applicable, 5|18 of JOGA| requIreMents. LAser FaGialon a76as which can Contin Faciaton evals adove the finits specified In 21 CFA 1040.11(c)
will be claafly antled by The pastng of warming 5igns ana/ar rISNCHNG ACTESS Tougn physical MEANS (Swch &5 prasswe Sallcnes, phalo
colls, bamers. guaras, afc). These requireMants apply 10 WeMpQrary 810as (SJUan &5 cuing sol upP Snd Bhgnman! procadures) and 1 final or
permanent arcas. The varance halder will retan e records of thasa procadulas and the resulls of af wsts 8s required by 21 CFR 1002.31 A
copy of he vananca application, the appraval leuer, current proceduras. and records relatng 1o 8ach particular sShow will D8 wth e oparalor
or oher rasponsidle individual ana wil be made avadabdle for nspecuen by FDA 8nd othar rasponsibis suhiges.
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1 X adwance wrtian notificanon will Do Mace as early &s possible 10 approprae focaral, State. and IoCs! BUTOMTies provwding show LNGTENY with
dates and locations Gearly and eomplately wBNLLoG, and & dasic descnpron of 1he propozed effects inCiuding & SWIAMART Of ™e maxmum
power oulpul iNBNded. Such noliEanons will Pe Made, Bul NoT necessatly De kmiled, To!

{1) The Canter for Devrces and Radiclagical Masin. Office of Camplianca (HFZ-343), 2098 Gaimer Raaq, Rackvilie, MD 20850, providing Whe
nmial ang clasing aaes for fxad Instaiations and the iunarary Tor mobvia Shows. ¥} AddEon. LNBSS 8ll aspects of @BCH SNdw Na-8 bosn
Yes repasd and accASION AUMMDErs cleally relafanced, each NALCS wil iNclutes acalad esHptions of 83C) sNow ANG 3 Wsting of ail atecis 1o
be perfogmed i suftcient aetall  confum compliance with He regukatens and s varance,

(2) The Faderal Avation AGminisTason (FAA) tof any projections info opan aFspace A1 any Wme (i.e, incauding 587 up. RNgrvnany, renearsals.
NA " porfarmancas, erc). I o FAA objesas to eny lser effects, The obiactions will be 18solved Bhd Ay CONGRONs requestad by FAR will pa
adhared (o, ) these condlions cannot ba mel, the objeclianabla eNeas wili be aalelod 77om the Show

(3) Siate And local radiaton cankiol officas/agencies for all shows 1o pa perfarmad witin Teir junsaicions. Afl requirements of smie and local
Iaw will be 3805f/@9 and sy objecions misad Py focal authorities will b resaived of the ofiods dejetad. (A list of federa] and state afficas i
YesS avassole fom ine Coniar lor Dovwees and Radalogics! Health upon requesl.)

14. REMARKS

7a) Red Line Beamscan Laser Controller, Model XYP-1000 (pattern generatof)
Cyonics (Uniphase) Argon Ion Laser, 75 mW, Model 2013
MWK Industries Helium-Neon Laser, 5 mW

7d) Laser set-up is intended for use at home by operator (as a hobbie) .

' On rare occassion, if at all, I may wish to provide some ancillary
short-term special effects to a school performance (non compensated)|
At this rime, no performances are planned, I only wish to obtain
the paperwork if such an occassion arises.

8) Would not operate at maximum power output (75 mW) in public because:
- It is unnecessary to obtain desired effect
- Insufficient power requirements
- It shortens tube life

Would typically not exceed 20 mW (controlled by power limit switch
and built-in light output monitor).

131) Not applicable. Device is (would) not be delivered, sold, rented,
leased, or loaned.

133) See 131 Remark (above).

CERTIFICATION .

1 CERTIFY mal ap of ve Above milammation ang stalaments are wue complete, and comect 1 the pest of my kno-isdge and acknowiedge thal
My vananca Apphcation May pe Genied of My varance May be revoked @ This applicaton is found 10 P lalse, MESEating O INCXTEE \n any
maienal way. | have submted and will submit all reporis requed by 21 CFR 1002.10 ana 1002.11 on Ma aser equipment and snow(s), |
further undarstand Wnax | may be required by regulation or Py the Dirscior, Center for Devices and Radiological Healn. 10 supply such otier
nfo/Mmaton as May be Nacessary 1o ovaluale and act on This applicalion

15 SIGNATURE 16. NAME (Type or Print) V7. MTLE

/li{}/ Z%/(/{;{A>L4;2%;Z:> Martin J. Minnicino NA
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